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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )[3 Responsive to communication(s) filed on 12 November 2003 . 

J i nio aCtiOn i3 nriAu. du)[^ i i no eauuun 10 i lun-ni idi. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 1 and 26-29 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1 and 26-29 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|EI All b)Q Some * c)Q None of: 

1 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Application/Control Number: 08/31 9,831 Page 2 

Art Unit: 1646 

DETAILED ACTION 
Status of Application, Amendments, And/Or Claims 

The suspension of prosecution is hereby terminated. Prosecution is re-opened. 

Upon further consideration, the indication of record that all claims are allowable is 

withdrawn in view of the re-instated grounds of rejection, below. 

Claims 2-25 and 30 are canceled. Claims 1 and 26-29 are under examination. 

The Art Unit location of your application in the USPTO has changed. To aid in 
correlating any papers for this application, all further correspondence regarding this 
application should be directed to Art Unit 1646, Examiner Elizabeth C. Kemmerer, 
Ph.D. 



35 U.S.C. § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1 and 26-29 are rejected under 35 U.S.C. 102(e) as being anticipated by 
U.S. Patent 5,266,683 (Oppermann et al.; of record). 

The instant application is accorded benefit of the filing date of priority document 
PCT/US91/03388 (15 May 1991), as well as parent U.S. Patent Application Serial 
Number 07/800,364 (filed 26 November 1991). Applicant also claims priority to U.S. 



Patent Application Serial Numbers 07/525,357 (filed 16 May 1990) and 07/641,204 
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(filed 15 January 1991). Priority is not granted to '204 since there is inadequate written 
description and enablement support for the protein recited in the instant claims. The 
protein recited in the instant claims must comprise three partial sequences. These . 
sequences can be found in human BMP-8. '204 only discloses a partial sequence for a 
bovine BMP-8 and does not disclose any of the three partial sequences recited in the 
instant claims. Although the specification of '204 provides a method by which the 
human BMP-8 protein could be isolated, no proteins are disclosed which comprise the 
three partial sequences recited in the instant claims. Therefore, the specification of '204 
is not enabling, and fails to provide adequate written description, for the instantly 
claimed protein and pharmaceutical compositions. Unfortunately, the '357 application 
has been lost by the USPTO. The inconvenience and cost to Applicant are truly 
regretted. Applicant may wish to reconstruct this file for USPTO records and is invited 
to contact the examiner to arrange such. However, since the claimed protein was not 
enabled or adequately described in the '204 application at the filing date of 15 January 
1991, it is reasonable to assume that such a protein was not disclosed in the earlier 
application ('357) filed 16 May 1990. 

'683 teaches a purified BMP-8 protein (named hOP2 by '683). See claim 26. 
The protein taught by '683 comprises all three sequences recited in instant claim 1 . 
See SEQ ID NO: 28 of '683, wherein SEQ ID NO: 1 recited in part i) of instant claim 1 is 
shown at residues 303-325 of '683 SEQ ID NO: 28; SEQ ID NO: 2 recited in part ii) of 
instant claim 1 is shown at residues 372-389 of '683 SEQ ID NO: 28; and SEQ ID NO: 3 
recited in part iii) of instant claim 1 is shown at residues 365-371 of '683 SEQ ID NO: 
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28). It is noted that '683 has an effective filing date of 18 October 1990, the filing date 
of parent application 07/599,543, which first discloses hOP2, SEQ ID NO: 28. 

'683 also teaches a pharmaceutical composition comprising hOP2 and a 
pharmaceutically acceptable vehicle (called a "device" in '683; column 5, lies 8-23; col. 
10, lines 45-63). The device has bone formation activity, useful for repair of bone tissue 
(relevant to claims 26 and 29). The device taught by '683 comprises a matrix for 
supporting the pharmaceutical composition and providing a surface for bone formation 
(col. 5, lines 8-23; paragraph bridging columns 11-12). Finally, the matrix taught by '683 
comprises hydroxyapatite or tricalcium phosphate (paragraph bridging columns 11-12). 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth C. Kemmerer, Ph.D. whose telephone number 
is (571) 272-0874. The examiner can normally be reached on Monday through 
Thursday, 7:00 a.m. to 5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne L. Eyler, Ph.D. can be reached on (571) 272-0871. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). / 
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